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700, Washington, DC. 

(14) The stiffness is not less than 50 
kiloPascals/second, as determined by a 
method entitled ‘‘Method for Measure-
ment of the Stiffness of Olestra,’’ dated 
December 19, 1995, which is incor-
porated by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies are available from the Office of 
Premarket Approval, Center for Food 
Safety and Applied Nutrition (HFS– 
200), Food and Drug Administration, 
5100 Paint Branch Pkwy., College Park, 
MD 20740, or may be examined at the 
Center for Food Safety and Applied Nu-
trition’s Library, 5100 Paint Branch 
Pkwy., College Park, MD 20740, or at 
the Office of the Federal Register, 800 
North Capitol St. NW., suite 700, Wash-
ington, DC. 

(c) Olestra may be used in place of 
fats and oils in prepackaged ready-to- 
eat savory (i.e., salty or piquant but 
not sweet) snacks. In such foods, the 
additive may be used in place of fats 
and oils for frying or baking, in dough 
conditioners, in sprays, in filling ingre-
dients, or in flavors. 

(d) To compensate for any inter-
ference with absorption of fat soluble 
vitamins, the following vitamins shall 
be added to foods containing olestra: 
1.9 milligrams alpha-tocopherol equiva-
lents per gram olestra; 51 retinol 
equivalents per gram olestra (as 
retinyl acetate or retinyl palmitate); 12 
IU vitamin D per gram olestra; and 8 µg 
vitamin K1 per gram olestra. 

(e)(1) Vitamins A, D, E, and K present 
in foods as a result of the requirement 
in paragraph (d) of this section shall be 
declared in the listing of ingredients. 
Such vitamins shall not be considered 
in determining nutrient content for the 
nutritional label or for any nutrient 
claims, express or implied. 

(i) An asterisk shall follow vitamins 
A, D, E, and K in the listing of ingredi-
ents; 

(ii) The asterisk shall appear as a su-
perscript following each vitamin; 

(iii) Immediately following the ingre-
dient list an asterisk and statement, 
‘‘Dietarily insignificant’’ shall appear 
prominently and conspicuously as spec-
ified in § 101.2(c) of this chapter; 

(2) Olestra shall not be considered as 
a source of fat or calories for purposes 
of §§ 101.9 and 101.13 of this chapter. 

(f) Consistent with its obligation to 
monitor the safety of all additives in 
the food supply, including olestra, the 
Food and Drug Administration will re-
view and evaluate all data and infor-
mation bearing on the safety of olestra 
received by the agency after the effec-
tive date of this regulation, and will 
present such data, information, and 
evaluation to the agency’s Food Advi-
sory Committee within 30 months of 
the effective date of this regulation. 
The purpose of such presentation will 
be to receive advice from the Com-
mittee on whether there continues to 
be reasonable certainty that use of 
olestra in compliance with this regula-
tion is not harmful. The agency will 
hold such additional Food Advisory 
Committee meetings on olestra as the 
agency determines, in its discretion, to 
be necessary. Based upon the results of 
this entire process, the FDA will ini-
tiate any appropriate regulatory pro-
ceedings. 

[61 FR 3171, Jan. 30, 1996; 61 FR 11546, Mar. 21, 
1996, as amended at 68 FR 46402, Aug. 5, 2003] 

§ 172.868 Ethyl cellulose. 
The food additive ethyl cellulose may 

be safely used in food in accordance 
with the following prescribed condi-
tions: 

(a) The food additive is a cellulose 
ether containing ethoxy (OC2H5) groups 
attached by an ether linkage and con-
taining on an anhydrous basis not more 
than 2.6 ethoxy groups per 
anhydroglucose unit. 

(b) It is used or intended for use as 
follows: 

(1) As a binder and filler in dry vita-
min preparations. 

(2) As a component of protective 
coatings for vitamin and mineral tab-
lets. 

(3) As a fixative in flavoring com-
pounds. 

§ 172.869 Sucrose oligoesters. 
Sucrose oligoesters, as identified in 

this section, may be safely used in ac-
cordance with the following conditions: 

(a) Sucrose oligoesters consist of 
mixtures of sucrose fatty acid esters 
with an average degree of 
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